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DETAILED ACTION 

Election/Restrictions 

Applicant's election without traverse of Group I (claims 1-10 and 13-18) in the 
reply filed on 2/26/2010 is acknowledged. Applicant cancelled the non-elected claims. 
Thus, claims 1-10 and 13-18 are currently pending. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

Claims 1-4, 6-10, 13 and 15-18 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Nielsen et al. (USPN 5,716,558, hereinafter "Nielsen") as evidenced by 
Engelsberg (USPN 5,821,175). 

Nielsen teaches a method of producing solid particles, the particles comprising 
an organic solvent, a supercritical fluid including carbon dioxide and ethane, and an 
excipient including polyesters (Abstract; columns 1-4; col. 8, lines 23-40). Nielsen also 
teaches a milling device (i.e. a sprayer or jet) and particle sizes of greater than about 
one micron (col. 2, lines 17-18). Nielsen also exemplifies a particular average particle 
size of 21 microns (col. 13, lines 32-33). Nielsen teaches temperatures below 25°C to 
produce the solid particles (e.g., Example 2). Nielsen also discusses depressurization 
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in the spray orifice (col. 10, line 39). It is noted that while Nielsen does not discuss all of 
the particulars of supercritical fluid technology, one of ordinary skill in the art would 
possess the knowledge of the specifics of supercritical fluid technology. For instance, 
supercritical fluid technology consists of using frozen gas as evidenced by USPN 
5,821,175, see col. 4, lines 13-15. Also, the instant specification at paragraph [0008] 
states "expansion of the supercritical fluid is the force for this particle micronization and 
also produces a porous network within the solid particles (i.e., foaming)" which indicates 
that expansion of the supercritical fluid necessarily creates foaming and porosity. 
Further, at paragraph [0015] of the instant specification it is stated that "the supercritical 
fluid-saturated melt is expanded across a pressure drop, typically through a nozzle" 
which effectively suggests that as the melt travels through a nozzle, it necessarily 
experiences a pressure drop and expands. 

Thus, the implicit and explicit teachings of Nielsen render the instant claims 
anticipated. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 

Claims 5 and 14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nielsen et al. (USPN 5,716,558, hereinafter "Nielsen") as evidenced by Engelsberg 
(USPN 5,821,175). 

Nielsen teaches the elements discussed above including optimizing the spray 
temperature such that if it is desired for the solvent to evaporate more rapidly, a higher 
spray temperature is needed (col. 10, lines 7-22). 
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Nielsen is silent to "extracting the solvent from the melt using supercritical fluid as 
an extracting agent prior to the expanding step" and "the solid porous mass is milled 
before the temperature of the solid porous mass is permitted to rise to or above 25°C". 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to optimize the temperature by way of routine experimentation with 
a reasonable expectation of success because the prior art teaches modifying the 
temperature and how the modification affects the particulates. Also, one of ordinary skill 
in the art would be apprised of the knowledge that the workable temperature range 
would be directly dependent on the materials used including the particular excipients, 
supercritical fluid, solvent, etc. and subsequently would be able to obtain the ideal 
temperatures by way of routine experimentation depending on the desired result. 

Thus, the teachings of Nielsen render the instant claims obvious. 



Conclusion 

All claims have been rejected; no claims are allowed. 



Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Casey Hagopian whose telephone number is 571-272- 
6097. If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert A. Wax, can be reached at 571-272-0623. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

/Casey S Hagopian/ 
Examiner, Art Unit 1615 



/Carlos A. Azpuru/ 

Primary Examiner, Art Unit 1615 



